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15, 1987 Science Advisory Panel Reviaw,

Fromv: ~Juaith W, Hauswirth, Ph.D. v&.(_{{}ff«. e MW
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TO: ~ Robert Taylor/James Yowell
Product Manager #25
Recistration Division (TS—-"67C)

The Peer Review Committee met on January 13, 1988 to examine the issues raised
by the Sc1c=me Advisory Panel (SAP) with respect to the classification of the
carcinogenicity of Terbutryn.

A, Individuals in Attendance:

1. Peer Review Committee: (Signatures indicate concurrence with the
peer review unless otherwise stated.)
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2. Peer Review Members in Absentia: (Committee members who were unable to

attend the discussion; signatures indicate concurrence with the overall
conclusions of the Cammittee.)
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B. Ma*erial Reviewed:

The SAP response memorandum of December 23, 1987 was reviewed by *he -
Comnit*ee.

C. Considera*ions:.

The Panel agreed with Commi*t+ee's overall assessmen* of ‘he weight of the
evidence on Terbu*ryn, classifying it as a category C oncogen; however, they
fel* *hat *he classification should be an in*erim classification. They sta*ed
tha* they "believe *he oncogenici*y data on terbutryn is limited to inadequate;
~uamors were induced a* multiple sites only a+ the highest dose, which exceeded
a max.muaa tolerated dose [MID, rat study]. Good dose—fesponse data were not
availaple due to *he large spread between the doses." They felt that the
classifica*ion could be reduced *o a D i1f data fram another study conducted
a* more appropriate dose levels were negative for oncogenicity. They also .
concluded that a quantitative risk assessment should no: be performed since
“umors were only seen at the MTD.

Issues:
1. Interim C Classification:

The Commi‘tee concurred with the SAP decision, bu* felt that since
Terbu-ryn was classified as an interim C and since the dosage levels for the
ra+ study were poorly choosen, that another rat oncogenicity study should be
required with particular attention paid to dose selection. The cl a351f1ca+1on_
of Terbu-ryn would be reconsidered upon receipt and review of this study.

2. Quantification of Risk:
The Commi*tee agreed that for now a quantitative risk assessment need

not be performed; however, upon receipt of a repea* oncogenicity study in the
ra+ *his decision would be reconsidered.



